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DETAILED ACTION 
Claim Rejections - 35 USC § 102 

1 . The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
fornn the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the Invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
states. 

(e) the invention was described in (1 ) an application for patent, published under section 122(b), by 
another filed in the United States before the invention by the applicant for patent or (2) a patent 
granted on an application for patent by another filed in the United States before the invention by the 
applicant for patent, except that an international application filed under the treaty defined in section 
351(a) shall have the effects for purposes of this subsection of an application filed in the United States 
only if the international application designated the United States and was published under Article 21(2) 
of such treaty in the English language. 

2. Claims 1 , 4, 5 and 8 are rejected under 35 U.S.C. 102(b) as being anticipated by 
Beecham (5,876,926). Beecham teaches a method, apparatus, and system for 
verification of hunnan medical data. The method includes the steps of collecting a sample, 
sealing the sample, shipping the sample to a processing facility, processing the sample, 
and communicating the results to the user. Beecham teaches a wide variety of testing 
methods. One embodiment of their invention which is most relevant to the instant claims 
is recited in column 12, line 60 through column 13, line 35 and details the collection and 
analysis of a hair sample. The hair sample is collected and sealed into sample container 
in the presence of the donor and a representative of the testing facility or the entity 
requesting the test. The sample is then sent to a lab for testing. The results of the testing 
on the hair sample are then supplied via database where the data on the sample is stored 
until it can be accessed by either the donor or the entity requesting the sample. Beecham 
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also teaches the collection of urine, breath, oral, blood, and fingernail samples (column 
15). Beecham discloses genetic analysis on biological samples In column 5, lines 28-34. 

3. Claims 1-5, 7, 8, 10 and 1 1 are rejected under 35 U.S.C. 102(e) as being 
anticipated by Brem (6,509,1 87). Brem teaches a method and device for the 
preparation of tissue sample for genetic analysis. The method is disclosed in column 5, 
lines 15-67. In this passage, Brem recites loading the sample material into the 
container, sealing the container, shipping the container and then performing genetic 
analysis of the samples. Communication of the results to the user is disclosed in 
column 7 and Figure 4. Brem details reagent materials for use in the collection 
container in claim 1 . Brem teaches DNA footprinting and PCR analysis of the samples 
in column 7 and column 8. 

4. Claims 1 , 8 and 1 0 are rejected under 35 U.S.C. 1 02(e) as being anticipated by 
Morris et al. (6,548,822). Morris teaches a method of performing analytical services. 
The method is disclosed in column 6 (claim 1 also) and includes the steps of supplying 
the sample container, placing the sample in the container and closing it, returning the 
sample to the processing facility for processing, and then notifying the user of the 
results. 
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Claim Rejections - 35 USC § 103 

5. The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the inventton is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1 , 148 

USPQ 459 (1966), that are applied for establishing a background for determining 

obviousness under 35 U.S.C. 1 03(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 

6. Claim 9 is rejected under 35 U.S.C. 1 03(a) as being unpatentable over Beecham 
(5,876,926) or Brem (6,509,1 87). Beecham or Brem teach every element of claim 9 
except for returning the sample processing device back to the user. It would have been 
obvious to one of ordinary skill in the art to return the sample container to the user, 
however. One would return the sample container to the user so it could be used to 
collect more samples. 

7. Claim 6 is rejected under 35 U.S.C. 103(a) as being unpatentable over Beecham 
(5,876,926) in view of Koster (5,691 ,141 ). Beecham teaches every element of claim 6 
except for Sanger sequencing. Beecham teaches genetic analysis but does not 
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specifically recite Sanger sequencing. Koster teaches DNA sequencing using nnass 
spectrometry. The sequencing Is done as a Sanger sequencing, but does not Involve 
any of the electrophoretic separation steps. This saves time and allows for a higher 
throughput of samples. It would have been obvious to combine the method of Koster for 
DNA analysis with the analysis method of Beecham. One would use the method of 
Koster in order to sequence the genetic material without the need for electrophoretic 
separation. 

8. Claims 12 and 13 are rejected under 35 U.S.C. 1 03(a) as being unpatentable 
over Beecham (5.876,926) in view of Pekko (3,631 ,637). Beecham teaches every 
element of claims 12 and 13 except for the tamper proof label. Beecham merely 
teaches labeling the sample container. Pekko teaches a tamper free label comprised of 
two pressure sensitive layers. The label is placed on a substrate and then cannot be 
removed without leaving a portion one of the layers behind when removing the label 
(Abstract, Figures 1-3). It would have been obvious to one of ordinary skill in the art to 
combine the tamper proof label from Pekko with the method of Beecham. One would 
use the label of Pekko on the sample collector of Beecham in order to determine if the 
label has been removed from the sample container. 

Conclusion 

9. The prior art made of record and not relied upon is considered pertinent to 
applicant's disclosure. Schultz, Jr. (4,180,929) and Ewan (4,998,666) teach tamper 
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indicating seals. Guirguis (6,352,863) teaches an assay device. Cranley et al. 
(6,609.068) and Gotfried (6,697,732) teach systems for testing samples and then 
providing the results to the user from a database. 

1 0. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Dwayne K. Handy whose telephone number is (571)- 
272-1259. The examiner can normally be reached on M-F 8:00-4:30. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Jill Warden can be reached on (571)-272-1267. The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more infonmation about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 



DKH 

October 31,2005 




